NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
€EBPOINENCBLKOIO COHO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 NO3APTAH TabneTku, BKPUTI CaHpo3 CnoseHis BMPOGHULITBO HEPO3(hacoBaHOIO TypeyunHa B.l.a.1.f- Type IA - 3a UA/18672/01/01
CAHAO3® NNiBKOBOKO dapmacbloTi NpoaYyKTY: Changes to quality control |peyenmom
LOSARTAN 0060/10HKOH0, Mo 50 Kans a.Aa. Canpgos Npyn Carnvk YpyHnepi HimeuunHa | testing arrangements for
SANDOZ® Mr, no 14 TabneTok, Inaknapi CaH. Be Tik. A.C., | CnoseHisi/ the active substance-
BKPUTUX M1iBKOBOKO TypeuyunHa PymyHis replacement or addition of

060JI0HKOK Y
6nictepi, no 2 abo 7
6nictepiB y
KapTOHHI kopobLi

BMPOGHULTBO HEPO3hacoBaHOro
NpoAyKTy, NepBNHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS:
Cantotac ®apma Nv6X, HimeuunHa

NepBMHHE Ta BTOPUHHE NaKyBaHHS,

TECTyBaHHS1, [103Bi/1 Ha BUMYCK cepil:

Nek ®apmaveBTNYHA KOMNaHIA 4.4,
CnoBeHis

nepsvHHE Ta BTOPUHHE MaKyBaHHS,
[03BiN Ha BMNYCK cepil:
Jlek ®apmaueBTnYHa KOMNaHis 4.4.,
CnoseHist

BMPOGHMLITBO HEPO3(DacoBaHOroO
NpoAyKTy, NepBNHHE Ta BTOPUHHE
nakyBaHHs, TeCTyBaHHS:
CaHpos Inak CaHali Be TikapeT
A.C., TypeuunHa

TeCTyBaHHS:
C.K. CaHpos C.P.J1., PymyHis

MiKpO6ionoriyHe TeCTYBaHHS:
Hosapric Carnuk, liga Be Tapim
YpyHnepi Canaii Be TikapeT A.C.,
TypeyunHa

a site where batch
control/testing takes place
Novartis Saglik, Gida ve
Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey
microbiological testing site
for testing the active
pharmaceutical ingredient
B.ll.b.2.a - Type IA -
Replacement or addition
of a site where batch
control/testing takes place
Novartis Saglik, Gida ve
Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey
microbiological testing site
for testing the finished
product
A.5.b - Type IA - Update
of the postal code in the
address of the site
responsible for bulk
manufacture of the
finished product.

The address of the bulk
manufacturing site is
changed from
Sandoz Grup Saglik
Urunleri llaclari San. Ve
Tic. A.S.




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi04YeHHs1

Gebze Organized
Industrial Region lhsan
Dede Cadde No. 900.

Solak, TR-41480 Gebze-
Kocaeli, Turkey
to
Sandoz Grup Saglik
Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized
Industrial Region lhsan
Dede Cadde No. 900.

Solak, TR-41400 Gebze-
Kocaeli, Turkey
This is no change in the
location of the site, only
postal code is changed.

NO3APTAH
CAHI03®
LOSARTAN
SANDOZ®

TabneTky, BKPUTI
NNiBKOBOKO
060/10HKO10, No 100
Mr, no 14 TabneTok,
BKPUTUX M/1IBKOBOIO
060J1I0HKOK Y
6nictepi, no 2 abo 7
6nictepiB y
KapTOHHI KopoobLi

CaHpo3
dapmacbloTi
Kan3 a.4a.

CnoBeHis

BMPOGHMLITBO HEPO3(hacoBaHOroO
NPOAYKTY:
CaHnpo3s 'pyn Carnvk YpyHnepi
Inaknapi CaH. Be Tik. A.C.,
TypeyunHa

BMPOGHULTBO HEpO3hacoBaHOro
NPOAYKTY, NEPBMHHE Ta BTOPVHHE
nakyBaHHS, TECTYBaHHS:
Cantotac ®apma Nv6X, HimeuunHa

nepsvHHE Ta BTOPUHHE NakKyBaHHS,

TecTyBaHHS, [403Bi/1 HAa BUNYCK cepil:

INex ®apmaueBTNYHa KOMNaHia 4.4.,
CnoseHist

NnepBrHHE Ta BTOPVHHE NakKyBaHHS,
[03BiN Ha BUNYCK cepil:
Nex ®apmaueBTUYHa KOMNaHia 4.4.,
CnoseHist

BMPOBGHULTBO HEPO3(hacoBaHOIo
NPOAYKTY, NEPBUHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS:
CaHpo3 lnak CaHali Be TikapeT
A.C., TypeyuuunHa

TeCTyBaHHA:

TypeuunHa

HimeyunHa
/ CnoBeHis/
PymyHis

B.l.a.1.f - Type IA -
Changes to quality control
testing arrangements for
the active substance-
replacement or addition of
a site where batch
control/testing takes place
Novartis Saglik, Gida ve
Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey
microbiological testing site
for testing the active
pharmaceutical ingredient
B.ll.b.2.a - Type IA -
Replacement or addition
of a site where batch
control/testing takes place
Novartis Saglik, Gida ve
Tarim Urunleri Sanayi ve
Ticaret A.S., Turkey
microbiological testing site
for testing the finished
product
A.5.b - Type IA - Update
of the postal code in the
address of the site
responsible for bulk
manufacture of the

3a
peyenmom

UA/18672/01/02




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHna npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
C.K. CaHpos C.P.J1., PymyHisa

MiKpO6ionoriyHe TeCTYBaHHS:
Hosapric Carnuk, liga Be Tapim
YpyHnepi Canaii Be TikapeT A.C.,
TypeyunHa

finished product.
The address of the bulk
manufacturing site is
changed from

Sandoz Grup Saglik

Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized
Industrial Region lhsan
Dede Cadde No. 900.

Solak, TR-41480 Gebze-
Kocaeli, Turkey
to
Sandoz Grup Saglik
Urunleri llaclari San. Ve
Tic. A.S.

Gebze Organized
Industrial Region lhsan
Dede Cadde No. 900.

Solak, TR-41400 Gebze-
Kocaeli, Turkey
This is no change in the
location of the site, only

postal code is changed.



